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Enter a New Dietary Ingredient Notification

After you log into the FDA Industry Systems page, you will need to select the “New Dietary
Ingredient Notification” option from the list of systems available on the FURLS Home Page.
See Figure 1 below.
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Once you have selected “New Dietary Ingredient Notification”, you will navigate to the NDIN
main menu. To begin the notification process, select “Enter New Notification” from the list of
options on the left. After you have entered an application and saved it as a draft, you may
choose to “Retrieve Draft NDIN” from the main menu. See Figure 2 below.
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STEP 1

Figures 3, 4, 5, 6 and 7 demonstrate the information to be entered into Section 1 of the
notification.

Section 1: Submitter, Notification Owner, and Contact Information

All fields that are not designhated as OPTIONAL must be completed before moving on to the
next screen. If all of the required fields are completed with the appropriate information, the
notification will be in compliance with the NDIN regulation, 21 CFR 190.6. If these fields are
not filled in as required, the primary contact designated in the notification will receive a
response letter from FDA indicating that their application is incomplete.

Please enter the following information about the submitter of the notification in Section 1a
and then press the “+ Contact/Update Contact” button at the bottom of the screen, see
Figure 3 below.



Field

Description

Type of Submitter

Please select the type of firm or person that is submitting the
NDI notification. Select all that apply.

Select “Manufacturer of NDI" if the notification is being
submitted by the manufacturer of the NDI.

Select “Distributor of NDI* if the notification is being submitted
by the distributor of the NDI.

Select “Manufacturer of Dietary Supplement Containing NDI* if
the notification is being submitted by the manufacturer of a
dietary supplement that contains the NDI.

Select “Distributor of Dietary Supplement Containing NDI* if
the notification is being submitted by the distributor of a
dietary supplement that contains the NDI.

Select “Agent/ Attorney/ Consultant” if the notification is being
submitted by a lawyer, consultant, or other agent on behalf of a
manufacturer or distributor of the NDI or of a dietary supplement
that contains the NDI.

Company Name

If the submitter is a Company, enter the full name of the
company.

Mailing Address Line 1

The street name and number or post office box number for the
submitter's mailing address.

Mailing Address Line 2

This line is optional; it can be used to enter a building number,
suite number, or other information that doesn't fit on the first
line.

Country

The country for the submitter's mailing address. This section
defaults to “United States.” For foreign addresses, select the
appropriate country from the pull-down menu.

Zip Code or Postal Code

The zip code for the submitter’s mailing address. For addresses
outside the United States, enter the postal code, if any.

City

The city for the submitter’s mailing address.

State or Province

The state, province, or territory for the submitter’'s mailing
address. Select a state, province, territory, or “Not applicable”
from the pull-down menu.
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Enter the following information about the owner of the notification in Section 1b and then
press the “+ Add/Update Contact” button at the bottom of the screen, see Figure 4 below.



Field

Description

Is the owner of the
notification the same as
the submitter?

Answer “Yes” if the owner of the notification is the same as
the submitter of the notification identified in Section 1a.
Selecting ‘Yes’ will automatically fill the rest of the fields in
Section 1b with the information entered for the submitter of
the notification in Section 1a. If you select ‘No,” you must
fill in the rest of the fields in this Section.

Type of Manufacturer or
Distributor

Please select all that apply.

Select “Manufacturer of NDI” if the owner of the notification
is the manufacturer of the NDI.

Select “Distributor of NDI” if the owner of the notification
is the distributor of the NDI.

Select “Manufacturer of Dietary Supplement Containing
NDI” if the owner of the natification is the manufacturer of a
dietary supplement that contains the NDI.

Select “Distributor of Dietary Supplement Containing
NDI” if the owner of the natification is the distributor of a
dietary supplement that contains the NDI.

Company Name

If the notification owner is a company, enter the full name of the
company. Otherwise, enter the full name of the individual.

Mailing Address Line 1

The street name and number or post office box number for the
notification owner’s mailing address.

Mailing Address Line 2

This line is optional; it can be used to enter a building number, suite
number, or other information that doesn't fit on the first line.

Country

The country for the notification owner’s mailing address. Defaults
to ‘United States.” For foreign addresses, select the appropriate
country from the pull-down menu.

Zip Code or Postal Code

The zip code for the notification owner’s mailing address. For
addresses outside the United States, enter the postal code.

City

The city for the notification owner’s mailing address.

State or Province

The state, province, or territory for the notification owner’s mailing
address. Select a state, province, territory, or “Not applicable” from
the pull-down menu.
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Please specify the primary contact for the notification in Section 1c (see Figure 5
below). The primary contact is the person designated to communicate (point of
contact) with FDA in regard to matters that arise during FDA'’s review of the
notification. The primary contact can be an employee or official of the notification



owner, the notification submitter, or a third party (such as a consultant or attorney).
Please provide the following information about the primary contact person in
Section 1c and then press the “+ Add/Update Contact” button at the bottom of the
screen, see Figure 5 below.

Field

Description

Type of Contact

Select the type of primary contact authorized to communicate with
FDA during the natification review.

Select “Submitter of the notification” if the contact is an
official or employee of the submitter of the NDIN. Selecting
this type will automatically fill the company name and
address fields in Section 1c with the information provided
for the submitter in section 1a.

Select “Owner of the notification® if the contact is an official
or employee of the owner of the NDIN. Selecting this type
will automatically fill the company name and address fields
in section 1c with the information provided for the
notification owner in section 1b.

Select “Agent/Attorney/Consultant” if the contact is an
attorney, consultant, or other agent representing the
notification owner.

If none of the other selections applies, select “Other” to specify an
alternative contact type. Describe the contact’s relationship to the
notification owner or submitter in the field provided.

Name of Contact Person

First and last name of the primary contact person.

Company Name

The name of the primary contact person’s company, if any.

Position

Title of the primary contact person.

Mailing Address Line 1

The street name and number or post office box number for the
primary contact’'s mailing address.

Mailing Address Line 2

This line is optional; it can be used to enter a building number, suite
number, or other information that doesn't fit on the first line.

Country

The country for the primary contact’'s mailing address. Defaults to
‘United States.’ For foreign contacts, select the appropriate country
from the pull-down menu.

Zip Code (Postal Code)

The zip code for the primary contact’'s mailing address. For




Field

Description

addresses outside the United States, enter the postal code, if any.

City

The city for the primary contact’'s mailing address.

State or Province

The state, province, or territory for the primary contact’'s mailing
address. Select a state, province, territory, or “Not applicable” from
the pull-down menu.

Telephone Number

The telephone number of the primary contact person.

Fax Number

The telephone number of the primary contact person’s fax machine.

Email Address

An electronic mail address for the primary contact person.
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In Section 1d enter the following information for each additional contact that you wish to
designate. To add more than one additional contact, enter the contact information and press
the button “Add Contact.”

Field Dscription

Type of Contact Select the type of contact.

Select “Submitter of the Notification” if the contact is an
official or employee of the submitter of the NDIN. Selecting
this type will automatically fill the company name and
address fields in Section 1c with the information provided
for the submitter in Section la.

Select “Owner of the Notification” if the contact is an official
or employee of the owner of the NDIN. Selecting this type
will automatically fill the company name and address fields
in Section 1c with the information provided for the
notification owner in Section 1b.

Select “Agent/Attorney/Consultant” if the contact is an attorney,
consultant, or other agent for the notification owner.

If none of the other selections applies, select “Other” to specify an
alternative contact type. Describe the contact’s relationship to the
notification owner or submitter in the field provided.

Name of Contact Person | First and last name of the contact person.

Company Name The name of the contact person’s company, if applicable.

Position Title of the contact person.

Mailing Address Line 1 The street name and number or post office box number for the
contact’s mailing address.

Mailing Address Line 2 This line is optional; it can be used to enter a building number, suite
number, or other information that doesn't fit on the first line.

Country The country for the other contact's mailing address. This section
defaults to “United States.” For foreign contacts, select the
appropriate country from the pull-down menu.

Zip Code (Postal Code) | The zip code for the contact’'s mailing address. For addresses
outside the United States, enter the postal code, if any.

City The city for the contact’'s mailing address.

11




Field

Dscription

State or Province

The state, province, or territory for the contact’'s mailing address.
Select a state, province, territory, or “Not applicable” from the pull-
down menu.

Telephone Number

The telephone number of the contact person.

Fax Number

The telephone number of the contact person’s fax machine.

Email Address

An electronic mail address for the contact person.

Other contacts authorized to communicate with FDA during the notification review should be
specified in Section 1d (see Figure 6 below). Additional contacts may also be designated in
a separate letter sent as an amendment to the notification at a later date. FDA reviewers will
communicate only with authorized contacts.

12




Figure 6:

MO P O Sl e NS CsEn
' e T T T T T T T

Section 1: Contact Information

e o TS BTN BB i W SEy
a The lubmSst of B A0DRCSSOn
Swrwcs D RO The submines of e Aotheaton IS e pEEon o frm T SuDmits T online AOTNEEton 10 BOA. The
Subriter Couid D2 & Mmanuiaciune Oor SEETIDUSYT of gletary INgredients Or dietary Suppiements. of
T e S ool bE 3 DErSon of SRRy Tat SubmiES i ACSmcaTon on Dehalf of & mamufsciurer or GiSFIDURY, SUCh

B3 3 SONSUTETL M TP OF TN B0 OF T MBI OF ULy

o The Ouner of the notficaion
The guner of i ROTECAToN 5 e MERLICLRG OF IETIDUEY D) OF O DERDE of which The AotEicaTion
30N RTINS0 CEEES T OWO OF ThE MR TLATION B0 T SDnE OF The mTTianon
Wi D e BBME. DN I OTNENE. SN B8 WRen MNUTITLIEN 300 JIETRLONS Ve A SuUSEie ey
NSy OF SOMEITET B0 BuSeNE T ROTINSETON O THET DRREY T AOTEINTON Ousl' BN T
Sotrumar Wil DE e

T Comiaods (praTy BND BOSTHaNg)
COMBIN Bk DROGDUE WM [yl SELONEDE B DOV WO FDA ED0E THE SOTREATon. By 1aTRg
Sorninid S & OONESST I THE SN, pOU SUIORDE FOMA, B SOAST Mt OF Rlf W SuiSTOnS SSGuT
T NOCECET0N, LOGSES Of Tl 525003 O Tt NOCIMCETIoN. SN0 3y QT MSTES Mg 10 e
FTEIETON Vion LT CEEgOET BT ST o0 DTS00 85 T DO COTREDT W eTIoUTEgE U
SRR MO TONS COTETE N IE3E ThE IO COIRDT B NN NS0 W T S 0T

W e

Contacts List
e Rl Al lwae A
L = 23 Swrr Trarch Colage Tww, D 0T
E -] Mh:.r ’
(=S T BT P Sewen ey, Solege Pe. KD 20T .
IR ervas Tmawm
L = Do 2532 Swr Sreeh ey Colege Sere. D FEVaS #
R v Dowas

T T T PO

1d. Other Contact(s) (Cpbonal)

T oes S TR ST e TEowrg ‘e Tioe o Cones Srx tarme T Comas et Law e T Soeee
Serwr Vaarg Aomem e T2y Sme r Sworea &F o Sors Come Couwr e e e Teeacrore CwuToe o e o
]

Tioa o Covme

© Somuw v e raroea

P Cwrer o e Nemremen

T hows | dowreey | Soewdw

T Sovwr esse wwst ]
e M f oty Fwrmes Waog dddomas Livw Y
Luat Warw of Uoofes Merase Waieg hidresa e I Dbz
Corpar; Mare fass ek w Towiry
PATES ETATLS sl
Fegstga Terore) AN g Mpetel Codw
Famm eiw ohE n e I f r Tfora Sxe e fa i F
[ —— Forw Sote m o amd 0w eeces Soutry
= =]
- -
Mg Dbl
o Shatm o EEnE
Fmar Lwws -
B B
@ zwes @ im ooweZaves

=y . - ]
e




STEP 2

Section 2: General Administrative Information

The form for Section 2 is shown in Figure 7 below. Section 2 contains general
administrative information pertaining to the New Dietary Ingredient Notification.

Figure 7:
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Field

Description

1. Name of the New
Dietary Ingredient

Enter the name of the new dietary ingredient that is the subject of the
notification. Please note that for an NDI notification concerning a NDI that is
a combination of two or more ingredients, the NDI notification should include
safety information for each ingredient as part of the safety information for
the NDI notification as a whole.

2. Have you designated
information in your
notification that you view
as a trade secret or
confidential commercial
information? (Check one)

Select “Yes, see attached designation of confidential information” if there are
trade secrets or confidential commercial information in the notification and
you are providing an attachment detailing the information you view as
confidential. This attachment should be uploaded in Section 5.

Select “Yes, information is designated at the place where it occurs in the
notification” if you have marked certain material as confidential within the
notification.

Select “No” if you do not consider any of the information in the notification to
be a trade secret or confidential commercial information.

3: Are you providing a
redacted copy of some or
all of the notification?
(Check one)

Select “Yes, redacted copy of complete notification” if you are redacting
individual words or sentences throughout the notification. You can send in a
redacted copy of the entire notification with these words or sentences
blacked out. The redacted copy should be uploaded as an attachment in
Section 5.

Select “Yes, redacted copy of part(s) of the notification” if you are redacting
sections or multiple pages of your notification. You can provide a description
of the portions that you want redacted, e.g., “Please redact section 6 from
pages 90 — 299 which include data from a 90-day chronic animal study we
sponsored.” The redacted copy should be uploaded as an attachment in
Section 5.

Select “No” if you are not including a redacted copy of your notification.

4: Are all citations to
published information
accompanied by reprints
or full photostatic copies of
the publication? (Check
one)

Select “Yes” if the notification includes reprints or photocopies of all of the
publications that were cited.

Select “No” if the notification cites publications and does not include reprints
or photocopies of all of the publications that were cited. If you select “No”
your notification will be incomplete and you will not be able to transmit it to
FDA.

5: Are the notification and
all publications submitted
in English or accompanied
by a complete and
accurate English
translation? (Check one)

Select “Yes” if the entire notification, including any supporting publications, is
in English or if the notification includes a complete and accurate English
translation of any foreign language materials submitted.

Select “No” if any part of the notification, including supporting publications, is
being submitted in a foreign language without a complete and accurate
English translation. If you select “No,” your notification will be incomplete
and you will not be able to transmit it to FDA
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STEP 3

Section 3: Description of New Dietary Ingredient and Dietary Supplement

Please describe the new dietary ingredient and the dietary supplement that contains the new

dietary ingredient by answering the questions in Section 3 (see Figure 8 below).

Figure 8:
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. § supplement the dist by increasing the total distany
raft Letter r Miners
Draft Lattes Mineral intake
I© Ha = anical y y
Rart or othar otanicsl ™ Concentrate, metsbolite, constituent, extract,
I Aming acid or combination of any ingredient described above

2. Mame of the new distary ingredient and related information

Maximum level of new distary ingredient in ach serving of distary supplement (include units)

NDI Name Latin Binomial Name (LBN)

Synonyms and Trade Name Author of LEN

Plant Part and Strain

1. Dietary supplement serving form  (Check all that apphy)
If you are a bulk supplier, describe formulations that are recommended for your NDI.

F Tablet F Other
I© Capsule Check Other in the folkvwing cases:
- a bulk ingradient suppli
forms recommer specify

r ient supplier” in the taxt box
r

2. an alternative sarving form
F Gelksp i: y the serving form in the text box
I Sachet belou)
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Figure 8 (cont):

4. Description of distany supplement ({Inclede the level of NDI and sll other ingredients in one unit of the
dietary supplement. |f the notification concerns an NDI that is a combination of two or more other NDIs,
you should provide the following information for each component NDI: Synonyms, Trade Mame, Plant
Part, Strain, Latin Binomial Mame, Author of Latin Binomial Name, and MDI typs. Where relevant, akso
include the following additional information: CAS registry number, Unusual form {e.g., mahed barey or
immsature apples), Type of manufacture (e.g., grester than 55% purty, 501 dry leaf esiract, or
fermentation product)).

&, Conditions of Use of the Distary Supplement

£a. Sarving instructions (.g., "taks with food”, "take before bed”, "dissolve in 3 glass of water”, etc).

Sb. Dietary supplement serving size (weight or volumsetric measure), serving freguency (£ of
sarvings/day, interval between sarvings), duration of use and maximum totsl daity intske level

5c. Targst populstions | excluded populations / other restrictions

8. Other (Optional)

& Save And Exit
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Please enter in Section 3 the following information about the new dietary ingredient.

Field

Description

1. New Dietary Ingredient
Type (Check all that apply)

Select the type of dietary ingredient that best describes the new dietary
ingredient that you wish to introduce, using the categories provided.

If more than one category applies then select all of the applicable
categories; e.g., for vanilla extract you would check the “herb or other
botanical, “dietary substance,” and “concentrate, metabolite, constituent,
extract, or combination” boxes.

2: New dietary ingredient name
and related information

Enter the maximum level of the NDI (including units of measurement) in
a serving of the dietary supplement, if your notification applies to a
specific dietary supplement. If you are a bulk supplier or if your
notification is intended to cover dietary supplements at a range of
doses, enter the maximum level of the NDI (including units of
measurement) per serving that you have concluded will reasonably be
expected to be safe under the conditions of use described in the
notification.

The NDI name you entered in Section 2 will be filled in for you in the first
field below the maximum serving level.

Next, list the trade name of the NDI and any synonyms for the NDI
(other names under which the NDI is known) that should be used to
search the scientific literature about the safety of the NDI.

For botanical and microbial NDIs, enter the following additional
pieces of information:

e The plant part and plant strain from which the NDI is taken.
(For microbial NDls, enter the microbial strain.)

e The Latin binomial name.

e The author of the Latin binomial name (if applicable).

3: Dietary supplement serving
form (Check all that apply)

Select the form of the dietary supplement that contains the NDI. If the
NDI will be an ingredient of dietary supplements in more than one form,
select all of the forms that apply. If the form of your dietary supplement
is not listed, select “Other” and describe the form in the text box
provided. If you are a bulk ingredient supplier, select “Other”, enter
“Bulk Ingredient Supplier” in the text box, and select the forms that you
recommend. If the serving form you recommend is not listed, describe
the form in the text box provided after “Bulk Ingredient Supplier.”

4: Description of dietary
supplement (Include level of
the NDI and all other
ingredients in one unit of the
dietary supplement)

List the names and levels of all of the ingredients in each dietary
supplement that contains the new dietary ingredient. Provide the level
per unit (i.e., capsule, tablet, etc.) of the dietary supplement, not per
serving of the dietary supplement. The level should correspond to the
level in a specified serving form in Question 3. You should list both
dietary ingredients and other ingredients for each supplement.

If the notification concerns a NDI that is a combination of two or more

18




Field

Description

other ingredients, you should provide the following information for each
component of the NDI: Synonyms, Trade Name, and NDI type (using
categories from Question 1). Where relevant, you should also include the
following additional information for each component NDI: Plant Part,
Strain, Latin Binomial Name, Author of Latin Binomial Name, CAS
registry number, Unusual form (e.g., malted barley or immature apples),
Type of manufacture (e.g., >99% purity, 50:1 dry leaf extract, or
fermentation product).

If you are a bulk ingredient supplier, provide the requested information
about NDI level, other ingredients, form, and type of manufacture based
on the conditions of use that you recommend for your NDI and for which
you have a reasonable expectation of safety based on history of use or
other evidence.

If the notification is intended to cover more than one dietary supplement
that contains the NDI, enter the description of the first dietary
supplement here, and enter the descriptions of the remaining dietary
supplements in the safety information attachment you will upload in
Section 4.

5: Conditions of Use of the
Dietary Supplement

Provide information detailing the conditions of use for each dietary
supplement that contains the NDI.

If you are a bulk ingredient supplier, provide the conditions of use you
recommend for dietary supplements that contain the NDI.

If the notification is intended to cover more than one dietary supplement
that contains the NDI, enter the conditions of use for the first dietary
supplement here, and enter the conditions of use for the remaining
dietary supplements in the safety information attachment you will upload
in Section 4.

5a; Serving Instructions (e.g.,
“take with food,” “take before
bed,” “dissolve in a glass of
water,” etc.)

Provide information on the serving instructions (directions for use) for
each dietary supplement that contains the NDI.

5b: Dietary supplement
serving size (weight or
volumetric measure), serving
frequency (# of servings/day,
interval between servings),
duration of use and maximum
total daily intake level

For each dietary supplement that contains the NDI, provide information
on the dietary supplement serving size (weight or volumetric measure of
one serving of the dietary supplement), serving frequency (number of
servings per day, length of time between servings), duration of use, and
maximum daily intake level (weight or volumetric measure) of the dietary
supplement when taken that are represented in its labeling.

5c: Target populations/
excluded populations/other
restrictions

For each dietary supplement that contains the NDI, provide information
on the population groups for which the product is intended and on any
population groups that should not take the product. For example, you
may want to state that the dietary supplement should not be taken by
pregnant and lactating women or by individuals with certain medical
conditions: (e.g., diabetics or individuals unable to metabolize
phenylalanine.) Also provide information on any other use restrictions
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Field Description

that may apply. For example, if the intake of the NDI or one of the other
dietary ingredients in the supplement needs to be limited for safety
reasons, you may want to state that the dietary supplement should not
be taken in combination with other dietary supplements that contain the
same dietary ingredient.

6: Other Please provide any additional information describing the NDI and the
dietary supplement(s) that contains the NDI. This field can also be used
as additional space to enter information in response to the questions in
this section.

STEP 4

This section must be completed in order to proceed to the next screen.
Section 4: Safety Information Attachment (see Figure 9 below)

In this section, you will download and complete a safety information template that describes
the scientific information on which you base your conclusion that the dietary supplement(s)
that contains the NDI will reasonably be expected to be safe. Safety information includes,
among other things, information demonstrating that the NDI is identical or related to
substances documented as having a history of use as food and/or to test articles used in
safety studies. In addition, safety information means providing a thorough documentation of
the history of use as food, and the results of safety studies, including genetic toxicology
studies, pharmacokinetic studies, animal toxicology studies and human clinical studies. The
template asks for details about the identity of the NDI, verification of that identity, information
about its history of use as food, and/or other evidence relevant to the safety of the NDI and
the dietary supplement. The template also asks for reprints or photostatic copies of all cited
studies. After filling in the template, you must upload the completed safety information
template file and files that contain the scientific publications cited in your notification.
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Figure 9:
Jepartment of Health and Human Se

FURLS HOME NDI HOME

FA |75 DAY PREMARKET

BT | NEW DIETARY INGREDIENT (NDI) NOTIFICATION

New Dietary Ingredient (NDI) Notification o

NDIHome -  Enter New Notification

Section 4: Safety Information Attachment

Search Notification

In this section, you will download and fill in a safety information template describing the scientific information on which you
base your conclusion that the dietary supplement{s) containing the MDI will reasonably be expected to be safe. Safety
information means, among other things, information showing that the MNDI is identical or related to substances documented as
having a history of use as food and/or to test aricles used in safety studies. In addition, safety information means

Retrieve Draft NOIN

Summary Reviewer Review documentation of history of use as food, and the results of safety studies, including, genetic toxicology studies,
pharmacokinetic studies, animal toxicology studies and human clinical studies. The template asks for details about the identity
Draft Letter of the NDI, verification of that identity, information about history of use as food andfor other evidence relevantto the safety ofthe

MDI and the dietary supplement. After filling in the template, you will upload the completed template to your notification and
attach files containing the scienfific publications cited in your nofification

Please ensure that you do not upload a password prote document. Maximum allowed file size is 2GB.

Accepted file types are .doc, .docx, .rif, and .pdf. Cli
file.

to download the Safety Information template
Select Next to proceed to Section 5. You will be able to upload documents for Section 4 and Section 5 in
subsequent screens.

To upload your document at a later time, select Save & Exit to save a draft of the notification. Once you are

ready to upload your documents, select ‘Retrieve Draft NDIN' from the NDI Main Menu to complete your NDI
Notification.

To download the template file that is provided for entering your safety information, click on
the blue link in the sentence “Click here to download the Safety information template file.”
After you have downloaded the template file, fill out the all of sections in the template with the
requested information pertaining to your NDI and the dietary supplement(s) that contains
the NDI, attach any published and unpublished articles cited within the notification, and save
the completed template to your computer in one of the supported file formats (doc, docx, rtf,
or pdf). You may find it advantageous to combine the completed safety information template
file and the files that contain cited studies in one file, and upload this single file in the section
called “Safety Information Attachment.” Alternatively, you may attach the files that contain
cited studies separately by combining these files into a single file for each of the following:
identity, history of use and other evidence of safety, and attach these three files in the
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Optional Section called “Additional Attachments” (See Section 5). You will be prompted to
upload the attachments that are pertinent to Sections 4 and 5 in subsequent screens.

STEP 5

Section 5: Additional Attachments (This is an optional section)

Any additional attachments that might be included with the NDI notification are explained in
Section 5 (see Figure 10 below). You should clearly identify the attachments with
appropriately descriptive file names (for example: first author, year, and title or paraphrase
of title for publications). The page numbers in each attachment should be numbered

consecutively.

Figure 10.

{K u.s. vartment of Health and Human
L.

FOA | 75 DAY PREMARKET
|_NDI_|

FURLS HOME NDI HOME

NEW DIETARY INGREDIENT (NDI) NOTIFICATION

MDIHome &  Enter Mew Motification

MNDI Home

Search Motification
Retrieve Draft NDIN
Summary Reviewer Review

Draft Letter

New Dietary Ingredient (NDI) Notification LS

oot | owe | sws | seee | ows | sws | ser |

Section 5: Additional Attachments (Optional)

Attachments uploaded here may include the following:

» Product labels (MDI bulk product label or label for dietary supplement containing the NDI)
+ Letter designating additional contacts authorized to communicate with the FDA
+ Additional safety information provided as an amendment to the submitted notification

» Aredacted copy ofthe notification, or a list of information in the notification that the submitter considers to be trade secrets
or confidential commercial information

Clearly identify the attachments with appropriate descriptive file names (for example, first author, year and title, or paraphrase
of title, for publications). Number the pages in each attachment consecutively. If you need to correct an attachment or add a
new attachment after submitting your notification, email FDA at NDITEAM@fda.hhs.gov and we will send you a link that will
allow you to upload additional attachments in Section 5. Although you cannot change an attachment once the notification has
been submitted, you can upload an amendment to the attachment explaining what information needs to be changed. If you
provide additional safety information during the FDA review of the nofification, FDA may find that the information provided is
substantive, which would resetthe filing date of your notification.

Maximum file size is 2GB. Accepted file types are .doc, .docx, .png, .pdf, .rtf, .png, .jpeq, .jpg, .gif, .bmp, .dif,
.jpg, .jfif, .tif and .tiff.

Select Save and Upload to save a draft of the Notification and navigate to the NDI Document Upload Screen.

Please Note: The system will prompt you to enter your password prior to the file upload.

© Save And Upload

Attachments that are uploaded in this section may include the following: Product labels
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(label for dietary supplements that contain the NDI or NDI bulk label), letter designating
additional contacts authorized to communicate with the FDA during the notification review,
additional safety information provided as an amendment to the notification, redacted copy
of the natification, or list of information you believe is trade secret or confidential
commercial information for FDA'’s consideration. If you upload the labeling for the dietary
supplement that contains the NDI it will facilitate FDA'’s evaluate regarding the conditions of
use that you recommended or suggested. If you are the manufacturer or distributor of the
NDI and do not have access to labeling for the dietary supplement(s) in which the NDI will
be used, please upload the labeling of the bulk NDI. Buttons are provided for adding, editing
and deleting attachments. If you need to correct an attachment or add a new attachment
after the notification has been submitted, contact FDA at NDITEAM@fda.hhs.gov and we
will set the status of your application such that, for 5 days, the system will allow you to
upload additional attachments. Although you cannot change an attachment once your
notification has been submitted to the FDA, you can upload an amendment that explains
what information needs to be changed.

To save a draft of the notification in preparation for uploading your attachments, press the
button “Save and Upload,” located on the far right on the bottom of the screen. The next
screen is the confirmation screen, which provides you with a draft reference ID and a deadline
to submit the draft notification (see Figure 11 below). Click on the blue link in the sentence
“Click here to begin your upload” at the bottom of the screen, and you will be directed to the
screen “NDI Document Upload” to begin selecting files to upload.

Figure 11.

(ﬁ U.5. Department of Health and Human S
>

FURLS HOME NDI HOME

FA (75 DAY PREMARKET

BT | NEW DIETARY INGREDIENT (NDI) NOTIFICATION

New Dietary Ingredient (NDI) Notification o0&

MNDI Home Enter Mew Motification

NDI Home New Dietary Ingredient (MDI) Notification

Enter Mew Motification DRAFT CONFIRMATION

Your partially completed MNDI Motification has been saved as a draft. The draft reference 1D is JOHNOOO386.
Search Motification

The next step to complete your notification is to upload your safety information and any additional documents. The
Retrieve Draft MDIN system will display a new window and you will be prompted to browse and uploadfiles.
Summary Reviewer Review Once you have finished uploading your documents, select ‘Retrieve Draft NDIN' from the NDI Main Menu to complete your
MDI Motification.
Draft Letter

You have until 06/27/2015 to submit the notification. If you fail to submit the NDI Motification by this date, it will be
removed.

Click here to begin your upload.
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Submitting an NDIN Electronically and NDI Document Upload:

Figures 12, 13, and 14 illustrate the screens you will see as you navigate away from the
electronic submission portal to the “NDI Document Upload” section. The first screen for the
“NDI Document Upload” includes a description of the “Safety Information Attachment”
section of the natification at the top half of the screen (see Figure 12 below) and the
description of Section 5 of the electronic submission portal (Additional Attachments) at the
bottom half of the screen (see Figure 13 below). Under the “Safety Information Attachment”
heading, you will see a box captioned “Add Attachment.” Click on the “Browse” button in the
box to locate the safety information file with the completed template on your computer and
select it, and then click “Upload”. Then scroll down to the “Additional Attachments” heading
and locate the box captioned “Add Attachment(s)” below it. Click on the “Browse” button in
the box to locate any additional attachments (e.g., publications you are submitting in support
of your notification) on your computer, select them, and then click “Upload”. Click the
Submit button at the bottom of the screen to attach the uploaded documents to your draft
notification. A confirmation that the attachments have been uploaded will appear and
explain the next step that is required to complete the notification. After you have uploaded
the attachments to your notification, click on the blue link in the sentence “Click here to go to
FURLS Home” at the bottom of the screen, and you will be directed to the screen “FURLS
Home” to retrieve the draft notification from the NDI Home Main Menu and continue with the
electronic submission at Step 6. In Step 6, you will be given the opportunity to review the
information you have entered and make changes before submitting the notification to FDA.

Figure 12:

FoA

75 DAY PREMARKET

NEW DIETARY INGREDIENT (NDI) NOTIFICATION

New Dietary Ingredient (NDI) Notification L2

ND| Documents Upload

NDI Notification Upload - Safety Information Attachment

Herz v = zzfety info iznt

Please ensure that you do not upload password protectsd document. Maximum allowed file size is 2GB. Accepted file types

are .doc, .docx, .rif, and .pdf. Click here to download the Safety Information template file.

Add Attachment

Mame of Attachment Size (KB) Date of Upload Aetion

Ilms U.S. Food and Drug Admini
0 SES

© Add.. 4t o Do o =

No files
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Figure 13:

NDI Notification Upload - Additional Attachments (Optional)
Attachments uplosded here may incleds the following:

= Prodect labels (MWD bulk prodect lsbel or label for distany supplement containing the MO

= Letter designating sdditions| contacts authorized to communicats with the FDA

- Additional safety information provided 35 an amendment to the submitted notification

= A redscted copy of the notification, or 3 list of information in the notification that the submitter considers to be trade s=screts or
confidentizl commercial information

Clearhy identify the attschments with appropriste descriptive file names (for example, first suthor, year and title, or paraphrase of titlke,
fior publications). Mumber the pages in each attschment consecutivehy.

Maximum file size is 2GB. Accepted file types are .doc, .docx, .png, .pdf, .rif, jpeqg, .jpg, .gif, bmp, dif, jfif, tif and tiff.

Add Attachment(s)

Mame of Attachment Size (KB) Date of Upload Action

@ Add... >0 o @o B, ==

Mo files

The next screen (see Figure 14 below) confirms that the attachments have been uploaded,

and explains the next step that is required to complete the notification. After you have

uploaded the attachments to your notification, close this screen and wait for an e-mail (that
will be sent to the designated Point of Contact at the beginning of the notification submission

process) stating that your documents have been scanned and processed.
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Figure 14:

FOA |75 DAY PREMARKET
o —

NEW DIETARY INGREDIENT (NDI) NOTIFICATION

New Dietary Ingredient (NDI) Notification

UPLOAD CONFIRMATION

Your partially completed NDI Notification has been saved as a draft. The draft reference ID is JOHNO00395.

You have successfully completed uploading your document(s). The system will perform a virus scan for the uploaded documents. You will be notified when
the scan is complete.

After receiving the scan result notification, the next step is to complete your notification by selecting ‘Retrieve Draft NDIN' from the NDI Main Menu.

STEP 6

Once the documents that you uploaded have been processed (i.e., you received the
confirmatory email) you will go back to the NDI Notification Home Page and select “Retrieve
Draft NDI” from the menu on the left hand side of the page (see Figure 15 below). Type in
your reference number supplied in the last page (Figure 14) and you will be taken to the

preview page.

Figure 15:

FRA (75 DAY PREMARKET

FURLS HOME | NDI HOME

BT | NEW DIETARY INGREDIENT (NDI) NOTIFICATION

MNew Dietary Ingredient (NDI) Notification

NEHHome &  Relrieve Drafl NDIN

Retrieve Draft

Flease enter the Dratt ID fo retrieve your saved NDI notification

DraftiD

Preview Page
The NDIN review page is provided is shown in Figure 16 below. You will still be able to edit
your notification in future pages. To continue, click on the “Complete Draft” button in the lower

right corner of the screen.
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Figure 16:

FURLS HOME NDI HCME

FA |75 DAY PREMARKET

BT | NEW DIETARY INGREDIENT (NDI) NOTIFICATION

MNew Dietary Ingredient (NDI) Notification o9&

NDI Home &  Notification Review

NDI Home Notification Review

You have until 07/05/2015 to complete the draft notification. If you fail to submit the notification
by 07/05/2015, it will be removed.

Enter New Matification

ch Maotification

Section 1: Contact Information

Contacts List

Type Name Address

Submitter ABCD 5100 Paint Branch Plany, College Park, MD 20740~

3235 United States

Cranar ABCD 5100 Paint Branch Plany, College Park, MD 20740~
3235 United States

Primary John Dos 5100 Paint Branch Floany, College Fark, MD 20740-
3835 United States

Submitter Cwner

Type of Submitter
Manufacturer of NDI

Company Mame [if spplic
ABCD

Mailing Address Line 1
5100 Paint Branch Ploary

Mailing Address Line 2

Country
United States

ZIP or Postal Code
20740-3835

City
College Park

State or Province
Mo

Type of Submitter
Manufacturer of NDI

Company Mame (if spplicable)
ABCD

Mailing Address Line 1
5100 Paint Branch Ploary

Mailing Address Line 2

Country
United States

ZIF or Postal Code
20740-3835

City

College Park

State or Province
Mo
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Figure 16 Cont:

Primary

Type of Contact Mailing Address
Submitter of the Notification 5100 Paint Branch Pkwy
First Name of Contadt Person Country

John United States

Last Name of Contact Person ZIP or Postal Code

Doe 20740-3835

Company Name City

ABCD College Park

Positien State or Province

MD
Telephone Numbear

001 402 2403652
Fax Mumber

Email Address
john.doe@abcd.org

Section 2: General Administrative Information

1. Name of the New Dietary Ingredient
L. plantarum

2. Have you designated information in your notification that you view as a trade seoret of as confidential
commercial information®
Ho

3. Are you providing a redacted copy of some or all of the notification?
Heo

4. Are all citations to published information accompanied by reprints or full photostatic copies of the
publications?
Yes

5. Are the notification and all publications submitted in English or accompanied by a complete and
accurate English transiation?®
Yes
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Figure 16 Cont:

Section 3: Description of NDI and Dietary Supplement
Containing the NDI

1. New Dietary Ingredient Type
Dietary substance for use by man to supplement the diet by increasing the total dietary intake

2. Name of the new dietary ingredient and related informaticn
Maximum level of new dietary ingredient in each serving of dietary supplement (include units)

L. plantarum

NDI Name Latin Binomial Name (LEBN)

L. plantarum
Author of LBN

Synonyms and Trade Name

Plant Part and Strain

3. Dietary supplement serving form
Capsule

4. Description of dietary supplement (Include the level of NDI and all other ingredients in one unit of the
dietary supplement. If the notification concerns an NI that is 8 combination of two or more other NDis,
you should provide the following information for each component NDI: Synonyms, Trade Name, Plant
Part, Strain, Latin Binomial Name, Author of Latin Binomial Name, and NDI type. Where relevant, also
include the following additional information: CAS registry number, Unususl form (e.g., maited barley or
immature apples), Type of manufacture (e.g., greater than 95% purity, 50:1 dry leaf extract, or
fermentation product)).

1000 cfu

£. Conditions of Use of the Dietary Supplement

5a8. Serving instructions (e.g., "take with food”, "take before bed”, "dissclve in a glass of water”, elc).
take with food

£b. Dietary supplement serving size (weight or volumetric measure), serving frequency (# of servings/day,
interval between servings), duration of use and maximum total daily intake level
one capsule

5c Target populations / excluded populations / other restrictions
adults
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Figure 16 Cont:

Section 4: Safety Information Attachment

Attachment
Name of Attachment Size (KB) Date of Upload
NOIN help files. doc 1548 5 08/05/2015

Section 5: Additional Attachments

Attachment(s)
Name of Attachment Size (KB) Date of Upload
step 1d.PNG 45,51 08/05/2015

@ Back © Complete Draft © Discard Draft m

The following pages will repeat Steps 1-5 again and you will review the figures shown
above. This will allow you to make any changes to your notification and click “Next” in the
bottom right corner of the screen to continue through the submission process until you get to

Step 6.

The NDIN review page is provided next (see Figure 17 below). Please review the information
in your natification and correct any errors by clicking on the “edit” button at the top left side of

each section.
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Figure 17:

FPA 75 DAY PREMARKET
|_noi |

NEW DIETARY INGREDIENT (NDI) NOTIFICATION

MNew Dietary Ingredient (NDI) Notification

HOI Home & Retrieve Dafi NDIN

Type of Submitier
Manufacturer of HDI

ABCD

Mailing Address Ling 1
5100 Paint Branch Plwy

Mailing Address Line 2
Country

United States

2IP or Pestal Code
207403835

Gty

College Park

State o Provinos
MD

Company Name (if appiicadis)

Ercer New Not Review the information for accuracy, edit if needed, and submit the notification.
Search Nobficaton i -
m Section 1: Contact Information
Summary Reviewer Review Contacts List
Ciraft Type Hame Address
Subenitmer ABCD -1, Beanch Piowy. Col Par, MD 20740
- 3835 Uinited Seates e =
Owrae ABCD 5100 Pat Branch Prwy. Colege Park, MD
3838 e Sabies
Prenary Joke Doe 5100 Branch Picay, Colege Park, WD
3835 Unitesd States
Submitter Owmer

Type of Submites
Manifacturer of NDI

Campany Name (if applicabls;

ABCD

Mailing Address Ling 1
5100 Paint Branch Phowy

Mailing Address Line 2

Couniry

United States

ZIF or Postal Code
207403835

Gity

College Park

State or Frovinoe
MO

Primary
Typa of Contact
Submitter of the Nottficabon

First Mame of Contact Person
John

Last Mame of Cantact Persan
Doe

Company Name

ABCD
Position

Telephone Numb-er
001 402 2403652

Fax Number

Email Aodress
john doe@abed org

Kailing Address
5100 Paint Braneh Plwy

Country

United States

ZIP o¢ Postal Code
20T40-3835

City

College Park

State or Province
MO
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Figure 17 Cont:

Section 2: General Administrative Information m

1. Name of the New Dietary Ingredient
L. plantarum

2. Have you designated information in your nofification that you view as a trade seoet or as confidential
commercial information®
Ne

3. Are you providing & redacted copy of some or all of the notification?
No

4. Are gll citetions to published information scoompanied by reprints or full photostatic copies of the
publications?
Yes

5. Are the notification and all publications submitted in English or scoompanied by a complete and
sccurate English transletion?®
Yes

Section 3: Description of NDI and Dietary Supplement
Containing the NDI

1, Hew Ditasy Ingredient Type
Dietary substance for use by man to supplement the diet by increasing the tolal dietary intake

2 Hame of the new distary ingredient and related information
Meximum level of new dietary ingredient in esch serving of dietary supplement (indude units)

L. plantarum
NDI Nama Latin Binomisl Nama (LEN)
L. plantarum
Author of LBN
Synonyms and Trade Name
Flant Part and Strain
3. Dietary supplement serving form
Capsule
4.D ip of distary Pl t (Include the level of NDI and all othes ingredients in one unit of the
dietary supplement. If the notification conoerns an NOH that is s combination of two or more other NDIs,
you should provide the foll g Infl tion for each ND: Synenyms, Trade Name, Plant

Part, Strain, Latin Bingmial Name, Authar of Latin Binemial Name. and NOI type. Where relevani, also
include the following sdditicnal information: CAS registry number, Unusus! form (e.g.. malted barley or
immature apples), Type of manufacture (e.9.. grester than 39% purity, 50.1 dry leaf extract, o
fermentation product])

1000 cfu

5. Conditions of Use of the Dietary Supplement

Sa. Serving instudlions {e.g . “take with food™, “take before bed”, "dissolve in & glass of water”, sic)
take with food

5b. Dietery supplement senving size {weight o volumatric measung), serving frequency (# of servings'day,
interval b servings], duratinn of use and ma: tatsl daily intake level
one capsile

Sc Tenget populstions / excluded populations / othes restrictions
adults

Section 4: Safety Information Attachment

Attachment
Hame of Attachment Size (KB} Date of Upload
NODIN heip files doc 15488 08/08/2018
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Figure 17 Cont:

Section 5: Additional Attachments
Attachments)
Mame of Attachment Size (KB} Date of Upload
step 1d.PMNG 4851 DE/052015

Print © Save And Exit

STEP 7

Section 6: Certification

All information must be completed for Section 6 (see Figure 18 below) in order to submit your
notification and receive a confirmation of receipt from FDA.

Figure 18:

Mew Dietary Ingredient (NDI) Notification 9=

M| Homs & Retneve Draft NDIN

Enter Maw Notification

Section 6: Certification
By submitting this form to FDA, or by suthorizing an individual to submit this form to FDA, the notificaticn
owner certifies that the informaticn in the notification is true and sccurate. Under 18 U.5.C. 1001, anyone who

makes a8 materially false, fictitious, or fraudulent statement to the U5, Government is subjedt to oriminal
penalties.

Search Motification

Retrieve Draft NDIN

Summany Reviewsr Review

™ 1 certify that the information in the notification is true and accurate and that | am

Deraft Lattar authorized to submit the notification on behalf of the notification owner.

Mame of Submitter

Title of Submitter

© Save And Exit
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After you submit the notification, you will be directed to a confirmation screen similar to Figure 19
below.

Figure 19:

A |75 DAY PREMARKET FURLS HOME | DI HOVE

BT | NEW DIETARY INGREDIENT (NDI) NOTIFICATION

New Dietary Ingredient (NDI) Notification L

NDI Home & Enter New Notification

NDI Home Submission Confirmation

Entes New Motifization | lew D 1 I i
Enter vew fotitcatio Thank you for submitting your New Dietary Ingredient Notificabon. The NDI Number s 2013000171, You will receive
an acknowiedgement from the Center for Food Safety and Applied Mutrition when your submission has been

Search Notification processed

Retriave Draft NDIN In order 1o receive notifications, please configure your email spamyjunk to aliow messages from
NDITEAM@ETda hhs.gov

Summary Reviewer Revew

=
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